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EXH.I‘BIT 910-D _ 2TIGATIONS OPERATIONS MANUAL

AL N

Adverse Event Questionnaire

Complaint Number: 45 -636 /?o,ec/ # /S04y Investigator:
4N -00 Jssion. £ 5B-0275

Consumer Information

Initial Report Source: OORA Consumer Injury
Date of Report: __ 08/06 /56 = pe=m==rmememmememmmemdem el L e
MM/DD/YY ’ OTelephone OCorrespondence ﬁ\ﬂedWatch
OUSP OPQRS DOPoison Control OCDC

o [ ... ¢ o boe: 55 b0t

Race: Q1-White 02-Black 0O3-Asian/Pacific Islander D4-Native American OS-Hispanic

8-Other 08-Unknown
Information on Adverse Event
Date. of Adverse Event: 5/03'05/43 Give the site of consumption/ingestion (e.g. home, restaurant,
;rye:sloi&squverse Effects to Product Type: office): //DM ng‘ 7 ks on ﬁ({/zép/fé)

The following information relates to the consumers' use of the product.
Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):

CHEST A 44D eLATeD Liyernl enzsates Al 7 weehs of Talbens f/wa/«e/
¥ Hosrr7dlrzed @ 5/93/9’8
How long did the symptoms last

Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it

taken, etc.). e ays.,/g/ﬂﬁy ot 7 wesks

St tphonent o 0oty 3 [kl < nohen.
List all Medication(s), Dietary Supplement(s), Eeod(s), 4nd otifer product(s) u‘%mhe time of he event:
/40240 hn DEFHESS00) / FUMATN Mgy /”w,fz% lnike o dnon AeRs 6%
Did event abate after use of suspected product stopped or dose reduced: Yes DNo OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes ONo w-r?‘)!QNot Applicable

Did symptoms reoccur after using other products with the same ingredients: OYes ONo QUnknown ﬂNot
Applicable

Medical Information

Was a health care provider seen?: ’q;(Yes ONo
Give health care provider's

Occupation of Heatth Care Provider: D 0OOsteopath ONaturopath ONurse OPharmacist
OCther (specify)

What medical tests were performed and what were the results?

7 . conmenF  os Aedwateh /Z/lln

D 2,
What was the medical diagnosis? % "Sfwwgl, cus. Aclyernse //k«; Aection o Metabofite ” ¥
What treatment(s) was given (e.g., drugs, othz)

? »o 4(4«,5

_wako éé,}; T 20 poreE”

L) / [4
Were there any preexisting condition(s)/treatment(s)? fﬂozqc/éfﬁd/%?/w\/ {M%ﬂ ahﬁo;up
(If YES, list them including allergies, and chronic diseases): BYes ONo me
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NVESTIGATIONS OPERATIONS MANUAL — EXHIBIT 910-D

Product Category

1. Adverse event attributed to:

F _OMedical Food (under medical supervision) Olnfant Formula

_ Dietary Supplement (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicals such

as ginseng and yohimbe; amino acids; extracts from animal glands; garlic extract; fish oils; oil of evening primrose; fibers such as psyllium

B and guar gum; compounds not generally recognized as food or nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-
amino-benzoic acid, and rutin; and mixtures of these ingredients.)

DOther (traditional food) * M /44‘,(7- Concentrate

: Other Product Problems “'(gfwﬂc Gn//(/
2. OForeign Object ¥ WnSEng-
(specify):

l 3. OOther (specify):

information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size,
recommended duration of use, and indications for use as listed on the label):

i List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
8 OCheck here if ingredients are unknown Vit € Ma6aes/tm | Zine [Cprtomrum Freohnate

wedltes | coldses! [ Lolulols . _setuning alyde [ Bee gl | ﬂo/m/ — 'e?fz
X Mg ﬂ/uaﬂyq Concen-//_lgé . @nyceﬂ ,'éec/ﬂm ,'ﬂeﬁoee//' cZaSca/Z/ue/osc Soclrim N

rd

If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate
R category below:

DAspartame OColor Additive (please specify)
DMonosodium Glutamate

OSulfite

OOther

OUnknown

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ONo
1 OUnknown Product Sample Available: OYes ONo 0OUnknown

GYualauA cemcea#mé,- GinsenF ;| Bovin€ Com/YEX [ oAMiA14 leaves, swzgwrzr'//q m/,

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records) % ted. fleps. Aducheod Lo

d Death: OYes KNo

1 Life-Threatening:).{lYes ONo
Hospitalization:)ﬁYes ONo (if YES, indicate if initial or prolonged)
Required intervention to prevent permanent impairment/damage: OYes ONo ¥ 44//9/ -éém; HMetoby/te

Did the adverse event result in a congenital anomaly: OYes )ﬁNo

5«0«%7 /17%/'7‘- )
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DEPARTMENT OF HEALTH AND HUMAN SERVICES /

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
KANSAS CITY DISTRICT

MEMORANDUM

November 02, 1998

To: Bridgette Wallace, CfSAN Adverse Reaction Monitoring System
(ARMS) Monitor, HFS-636

From: Randy D. Baxter, CSO, _Resident Post

Subject: Follow-up to HFS-636 project #13044/KAN-DO Assignment #98-
0215 (Metabolife).

On 10/23/98 I obtained authorization for release of medical records
trom Ms. [ o
said she had been taking Metabolife dietary supplements for two
weeks prior to the onset of her illness.

e IO i i2L1y vent co [
8/0 complaining of chest and back pain. Following an
"abnormal"” EKG the patient was immediately transported to

via ambulance for treatment. While in the ER she
was noticed to have an abnormal 1liver function test and was
hospitalized for evaluation.

The physician's impression is as follows: "Hepatitis of unknown
cause, possibly related to over-the-counter medicines with multiple
herbal ingredients, including Ma Huang and guarana and several
other medicines as mentioned in the History of Present Illness.",
see Exhibit #2, page 4. Dr.—also states "It was
felt likely that she suffered liver injury from an OTC preparation
that she bought two weeks prior to admission for weight loss.", see
Exhibit 2, page 1.

Four pages of medical records provided by

I
— are attached as i it 2 consists of 31 pages
oI records provided by I also visited a local
Metabolife Distributor and was provided a leaflet regarding the

product and an empty Metabolife bottle. An Adverse Event
Questionnaire (IOM Ex 910-D) was completed and is also attached.

e

Randy Baxter, Investigator
Resident Post

attachments:
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